COOTBETCTBYET 3K( OMY OTUETY

ot 02.04 2025 N= |

OBIIAS XAPAKTEPHCTHKA JTEKAPCTBEHHORO HPEAPATAS 1001

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

CanopwuH, 0,1 %, cripeit Ha3aabHBIN [¢ MEHTOJIOM 1 ABKAJIMIITOM .

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHbBIN COCTAB
JeiicTByroliee BemecTBo: Ha(a3ouH.

1 mn npemapara conepxut 1 Mr HadazonnHa HUTpaTa.

[TonHbIi epeyeHb BCIIOMOTAaTENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Crpeii Ha3aIbHBINA [C MEHTOJIOM U HBKAJIUIITOM .

Hp03paqHa;1 6€CI_IBGTHa$I HJIN CJICTKAa OKpallICHHAA KUAKOCTh C XapaKTCPHBIM 3al1aXOM.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Ipenapat CanopuH cripeit Ha3anbHBIN [c MeHTOIOM U 3BKanunToM| 0,1 % moka3aH K MPUMEHEHHIO
y B3poCIbIX ctapuie 18 mer.

e  Octpplii pyuHHAT (B T.4. HA POHE OCTPHIX PECITUPATOPHBIX 3a00JIEBAHUNA U AJJICPTUUCCKUNA PUHHMT),
CUHYCHUT, €BCTAXUUT, JJADUHTUT, OTEK TOPTAHU AJUIEPTUYECKOT0 I'eHe3a, OTeK ropTaHu Ha (oHe
o0JyueHus, TUNIEPEMHUs CIM3UCTOM OOOJOYKM TOCE OIepaluii Ha BEPXHUX JbIXaTelIbHbBIX
MyTSX.

e ][ OCTAHOBKM HOCOBBIX KPOBOTECYCHUM.

e Jlns oGsieryeHust MPOBEACHUS PUHOCKOITUH.

4.2. Pe:xuM 103MPOBaHUS M CIOCO0 MPUMeEHEeHHU s

PexxuM J103upoBaHus

Bspocnvie

[To 1-3 BopeickuBanus npenapata CaHOPHH B KaXKIbI HOCOBOM X0/ 3—4 pasa B JICHb.

Jna ouaznocmuueckux yeneti: TIOCIIE OYUCTKHU ITOJIOCTHA HOCA B KX/IbI HOCOBOM MPOXO BIIPHICHYTh
1 pa3 wnu BBECTH TaMIIOH, CMOUEHHBII B PaCTBOPE Npenapara, U OCTaBUTh Ha 1—2 MUH.

[Ipu puHHUTAaX KYpC JICUCHUS HE TOJDKEH MPEBBIMIATh S—/ THEH.

Ecnu HocoBoe npixaHue oOjeryaercs, TO MpPUMEHEHHE Mpernapara MOXHO 3aKOHYUThH paHbLIE.

HOBTOpHOG IMPUMCHCHHUC IPLeIiapaTa BO3MOKHO YCPEC3 HCCKOJIBKO ,Z[Heﬁ.
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MY OTUETY

Croco0 ImpuMeHeHus

[TpuMeHSI0T HHTpaHAa3aJIbHO (B KaX/IbIi HOCOBOW XO0/I).

HenocpencTtBeHHo cpasy mociie BIPbICKa PEKOMEHIyETCsl IPOU3BECTH JIETKUI BAOX HOCOM.

4.3. IIpoTBONOKA3AHUS

® TUNEPUYYBCTBUTENHLHOCTh K Ha(a3zolMHy WIM K JIOOOMY H3 BCIIOMOTaTENbHBIX BEIECTB,

MePEUYUCIICHHBIX B pasaene 6.1.,

e aprepuaibHas TUNEPTEH3UA,

® BBIPAKEHHBIN aTepOCKIEPO3,

® TUNEPTUPEOD3,

® XPOHUYECKHI PUHMUT,

e arpoduuecKuii pUHHT,

e TsDKeJbIe 3a00I€BaHus IJ1a3,

® caxapHbIii Tuaber,

® TaxuKapaus,

® 3aKPBITOYrOJIbHAS TJIayKoMa,

e JeTcKui Bo3pacT Ao 18 ner,

® OJHOBpPEMEHHBIN MPUEM HHTUOUTOPOB MOHOaAMHHOKcH a3kl (MAOQO) u mepuon 1o 14 qHeit mocne

OKOHYaHHA UX TPUMCHCHUS.

4.4. OcoOble yka3aHus 1 MepbI PeJ0CTOPOKHOCTH NPH NPHMMEHEeHHH

C 0CTOPOKHOCTBIO

Nmemuyeckas ©00e3Hp cepana (CTEHOKApaus), THIEPIUIa3usl TMPEACTaTeIbHOW  JKEJe3Hl,
dbeoxpomMoriToMa, 6epeMEHHOCTh, TIEPUOJT JTAKTAIIHH.

Oco0ble yKazaHus

MoskeT oka3bIBaTh Pe30pOTUBHOE JEHCTBUE.

[Ipy nIUTENbHOM NPUMEHEHUU BBIPAXKEHHOCTh COCYJOCYKHBAIOMIET0 ACUCTBUSI MOCTEHNEHHO
CHIDKaeTcs (SBJICHUE TaxU(PUIaKCHM), B CBA3H C YEM PEKOMEHAyeTcs uepe3 S5—7 IHEel npuMeHEeHus
CHeNaTh MepepbiB HA HECKOJIBKO JTHEH.

BBuy BO3MOXXHOTO pa3BUTHS MOOOYHBIX SIBJICHUN CO CTOPOHBI CEPACUYHO-COCYIUCTON M HEPBHOM
CUCTEM He CJIeIyeT MPEeBBIIAaTh J103bl IpenapaTa, peKOMEHI0BaHHbIE K IPUMEHEHHIO.

Crenyer u3berathb MornajaHus npenapara B rjiasa.

Bo u3bexanue pacnpocTpaHeHust HHPEKIUH HEOOX0IUMO IPUMEHSTD MperapaT HHIUBUAYAIBHO.
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COOTBETCTBYET 3KCTEPTHON

45. B3amMmojeiicTBHe ¢ APYTHMH JIeKAPCTBEHHBIM) I‘Iﬁbma&ﬁﬂwkﬁbxﬁiéwI'Illﬁﬂbl

B3aUMO/IeHCTBU A

He cne;[yeT HpI/IMeHHTI: O,Z[HOBpeMeHHO C I/IHI‘I/IGI/ITOpaMI/I MOHOAMHWHOKCHUAA3bl UJIN B TCUCHHUC 14
JTHEW MocJie OKOHYAHUS UX TPUMEHEHUS.

3amemisaeT BcaChIBaHUE MECTHOAHECTE3UPYIONINX JICKAPCTBEHHBIX CPEACTB (yIMHSCT X JICHCTBHE
MIPU IIPOBEJICHUH TOBEPXHOCTHON aHECTE3UH ).

CoBMeCTHOE Ha3HAUYE€HHE JIPYTUX COCYAO0CYKMBAIOIIUX JIEKAPCTBEHHBIX CPEJICTB IMOBBIIIAET PUCK

pa3BUTHA MOOOYHBIX YD (HEKTOB.

4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

HpI/IMeHeHI/Ie JJIs1 JICHCHUA 6epeM€HHbIX BO3MOJXXHO TOJIBKO B TOM CJIy4dac, €CJIN OKHUAacMas 1moJjib3a
JUTSL MaTE€pH MPEBBIILIAET MOTEHIIUAIBHBIN PUCK JUIA IJI0/a.

Jlakranus

HpI/IMeHeHI/Ie AJId JICUCHUA B MCPUOM JIAKTALIUHU BO3MOKHO TOJIBKO B TOM CJIy4ac, €CJIU OXXuJacMast

oJib3a IJid MaTCpu MPECBLIIIACT HOTGHI_II/Ia.HBHBII\/'I PUCK AJId pe6eHKa.

4.7. BausiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCIHOPTHBIMU CpeACTBAMHU H PadoTaTth C
MeXaHU3MaMH

[Tocne muTENBHOTO MPUMEHEHUS WM IpUeMa CPeJCTB OT HaCMOpKa, cojepKaiux Hada3zonuH, B
AO3UPOBKAX, MNPCBBIIAIOINX PCKOMCHAYCMbBIC, HCJIB3d UCKIHOYATh 06]]_[66 BJIMAHUC HA CCPACYHO-
COCYAMCTYIO CUCTEMY U LIEHTPaJIbHYIO HEPBHYIO cUcTeMY. B 3THX cirydasx criocoOHOCTH YIpaBIATh

TPAHCIIOPTHBIMU CPEACTBAMU U ABHMXKXYIIUMUCA MEXaHU3MaMHU MOXET CHHUXXATBHCA.

4.8. He:xkenaTesibHbIE peaKIUU

PesroMe HexxenaTeabHbIX peaKIni

HexenarenbHbIE peakluu paclpeielieHbl B 3aBUCUMOCTH OT YacTOThI MX BO3HUKHOBEHHS: OYCHB
gacTo (>1/10); gacto (ot >1/100 mo <1/10); meuacto (ot >1/1000 mo <1/100); penko (ot >1/10000
1o <1/1000); ouenp peaxo (<1/10000); yacTora HeM3BecTHA (HA OCHOBAHMHM MMEIOIIUXCS JaHHBIX
OIIEHUTHh HEBO3MOYKHO).

Hapywenus co cmopoHbl HepsHOll cucmembl. TOJIOBHAs 00JIb.

Hapywenus co cmopoHbl cepoya. TaXuKapaus.

Hapywenus co cmopoHwvl cocy0os: TIOBBIIIICHHE apTEPUATBHOTO JaBJICHUS.

Kenyoouno-kuweynvle napyuienus: TOMIHOTA.

Obwue HapyweHus U peakyuu 8 mecme 66edeHus.: PEaKTHBHAS TUTICPEMHSI, pa3ipakeHue, Ha0yXaHue
CIIM3UCTON 000JIOUKHU TTOJIOCTH HOCA, IPH MPUMEHEHHH 0oJiee 1 Heenu — OTeK CIM3UCTON 000I0UKH

HOJIOCTH HOCa, aTpO(PUUECKHUI PHHHUT.
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COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarb 0 TMOAO3pEBaEMBbIX HEXKEIATENbHBIX PEaKIHsIX T0CIe  PETUCTPAINH
JICKapCTBEHHOTO TIperapara C Leibl0 OO0ECTeueHUs HEMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHS
«1oJb3a — PHUCK» JIEKApCTBEHHOro IpernapaTa. MeIWUMHCKUM pabOTHUKaM pPEKOMEHIYyeTcs
co001IaTh O JIOOBIX MMOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JIEKAPCTBEHHOrO Iperapara yepes
HaAIIlMOHAJIBHBIC CHUCTCEMBbI COO6H_I€HI/I}I 0 HCKCIIATCIIbHBIX PCAKIUAX TOCYAapCTB — UYJICHOB
EBpa3uiickoro 53K0HOMHUYECKOr0 COI3a.

Poccuiickas @enepanus

denepanpHas cinyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBuanzop)

109012, r. Mocksa, CnaBsiHCKas Iiomanb, 1. 4, ctp. 1.

Ten.: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHON ceTH «HTepHeT»:

https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka
Cumnmompl: CHUKEHHUE TEMIIepaTypsl Tela, OpaJuKapaAns, MOBBIILICHHE apTEPHATbHOTO JTaBICHUS.

Jleuenue: CUMIITOMaTHYECKOE.

5. PAPMAKOJIOTTYECKUE CBOMCTBA

5.1. dapmakoauHaAMHUYecKHe CBOHCTBA

dapmakoTeparneBTHUECKas TPYTIIa: mpenapaTsl Iis JeueHHs 3a001eBaHNi HOCa; IEKOHTECTaHThI U
Apyruc npenaparsl AJid MECTHOT'O MPUMCHCHUS; CUMIIATOMUMCTHKHU.

Kon ATX: RO1IAA08

MexauusM aeiictsusl, papmakognaamMuyeckue dpPerTel

Hadazomua — anpda-aapeHOCTUMYIUPYIOIIEE CPEICTBO, OKAa3bIBA€T OBICTPOE, BBIPAKEHHOE H
IPOIOJDKUTEIHHOE Ba30KOHCTPUKTOPHOE JECHCTBHE B OTHOIIEHHM COCYIOB CIU3UCTBIX 000JI0UEK
MOJIOCTH HOCA, HOCOTJIOTKM M MPUAATOYHBIX IMa3yX HOCA — YMEHbBIIAET OTEYHOCTh, THIIEPEMHIO,
JKCCyAalNIo, Onarogaps 4emy yJIydIIaeTcs IPOXOJUMOCTh HOCOBBIX XO/0B, 00JIerdaeTcss HOCOBOE
neixanue. Hapsny ¢ 3TuM BoccTaHaBIMBAaeTCsS POXOJUMOCTh eBCTaxueBbIX TpyO. TepaneBTrueckuii
3 eKT HACTYIAET, KaKk MPaBUJIO, B TEUEHUE 5 MUHYT TOCIIC BBEICHHSI ITperapara U COXpaHsAeTcs Ha
npoTskeHnH 4—6 yacoB. Uepes 5—7 nHel BOZHUKAET TOJEPAHTHOCTb.

Copepxaiyecss B IpernapaTe MEHTOJN M HBKAJUMNTOJ OKAa3bIBAIOT OXJIaXJarollee eHCTBUE Ha

CIIM3UCTYIO0 000JIOUKY MOJIOCTH HOCA, TAIOIIEe ONIYIIEHUE CBEKECTH.


https://roszdravnadzor.gov.ru/
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5.2. ®apMaKoOKHHEeTHYECKHE CBOHCTBA

[Tpu MmecTHOM NIpUMEHEHHH cHCcTeMHast abcopOums Hu3kas. CocynocykuBaronuii 3p(heKT HacTynaer

YCpe3 HCCKOJIBKO MUHYT U ITPOAOJIKACTCA B TCUCHUC HECKOJIBKHUX YaCOB.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeyeHb BCIOMOraTe/LHBIX BellIeCTB
bopnas xucnora

CopOuTon kuaKui (He KPUCTALTU3UPYIOIIANCS )
Maxkporos rauuepuiIruIpoKcucTeapar
JleBomeHTON

[Huneon (aBKAIUMITOI)

Bona niist naneximin

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs)

4 rona.

6.4. OcoObie Mepbl MPEA0CTOPOKHOCTH MPU XPAHEHUH

[Ipu remneparype He Bbie 25 °C.

6.5. XapakTep U coaep:kaHHe NEPBUYHOI YIAKOBKH
[To 10 M1 BO (1akoH W3 MONMMATUIICHA WJIM OKPAIIEHHOTO CTEKJIa, YKOMITJIEKTOBAaHHBIA HAXKHMHBIM
PacHbUISIIOLIIUM YCTPOHCTBOM.

ITo 1 pnakoHy BMecTe ¢ MHCTPYKIMEH MO IPUMEHEHUIO B TaYKe U3 KapTOHA.

6.6. Oco0ble Mepbl MPeI0CTOPOKHOCTH MPU YHUYTOKEHHHU UCTI0Ib30BAHHOI0 JIeKAPCTBEHHOI 0
npenapara MJid OTX0J0B, MOJYYEHHbIX MOCJe MPUMEHEHHUs JIeKapCTBEHHOI0 INpenapara, u
Apyrue MaHUIYJ/ISIIMHU € IPenapaToM

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA
Pecry6mmka Kump

«Kcantuc @apma Jlumuren»

Jlemecoy, 5, EBPOLIYP TAVYDP, lct dnop, @ma1/Oduc 101, 2112, Hukocus.
Ten.: +35 72 220 59 76

OnektponHas noyra: info.CY @xantispharma.com
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7.1. IlpencraBuTeib AepKaTesisi perucTPaAluOHHOI0 VHO'QG};&B%E‘;-TEHEH': CTb 0001)

IIperen3uun norpeduTeel HAOPABIATS 10 AJIPECY:

Poccniickas @enepanvs

000 «KcanTtuc ®apmar

125009, r. MockBa, BH. Tep. I. MyHUITUNIATBHBIA OKpYT ApOat, yi. Bo3nsmwkenka, 1. 4/7, ctp. 2,
noment. 1/1.

Ten.: +7 (495) 970-07-50

OnektponHas noyra: info.RU@xantispharma.com

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TIEPBUYHOMN PETUCTPAIIMM (IOATBEPXJIEHWS PEIMCTPAIIUN,
INEPEPETUCTPAIIN)

JlaTa niepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmrast XxapakTepuCTHKa JIeKapcTBeHHOro mpenapata CaHOPHUH CIIpeil Ha3aJlbHBIA [C MEHTOJIOM U
sBkanuntoMm| 0,1 % nocrynua Ha nHpOpMaMOHHOM NopTajie EBpa3uiickoro 5KOHOMHYECKOTo CO03a

B HH(POPMAIIMOHHO-KOMMYHUKAIHOHHOU cetn «MuTepHeT» https://eec.eaeunion.org/.



